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June 6, 2005

VIA FACSIMILE d: U.S. MAIL

Dr. Joan Denton
Office of Environmental Health Hazard Assessment
1001 I St., 19d1 floor
Sacramento CA 95814
Fax: (916) 327-1097

"Potential Regulatory Action" Under Proposition 65
for "Cooked" Foods (Extended Comment Notice Dated 5/27/05)

RE:

Dear Director Denton:

We represented the plaintiffs in the most important early litigation over the scope
of the state's powers to regulate under Proposition 65, AFL-CIO et al. v. Deukmeiian et
~ (Sacramento Superior Court, No. 502541, filed 5/31/88; complaint attached as Exhibit
A) (commonly known as "Duke Ir). That case settled in 1992 with a binding
commitment from the State of California that it would:

1. repeal the illegal regulation that plaintiffs challenged in Duke II, which
categorically exempted foods from Proposition 65 under some
circumstances, and

2. not enact any similar categorical exemption from Proposition 65 at any
time in the future, for foods or anything else.

A copy of the settlement agreement is attached as Exhibit B, and we explain its exact
language and context below.
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The Duke II settlement agreement is still binding today. It commits the State to a
chemical-by-chemical, science-based approach to regulatory exemptions affecting foods.
The "potential regulatory action" for "cooked" foods, which was the subject of your May
9 workshop and your May 27 notice extending the public comment period, is completely
contrary to that commitment and would clearly violate the legal principle that the State
and your office bound themselves to in that settlement. We explain in more detail below.
One purpose of this letter is to remind you, your counsel, and the Attorney General of the
State's continuing legal obligation to comply with the terms of the Duke II settlement

agreement.

Also, in our nearly 20-year experience with Proposition 65, we have bad
extensive experience with the litigation and lobbying efforts by certain high-profile
organizations claiming to represent the food industry, usually coordinated through trade
associations in Washington, D.C., to avoid having Proposition 65 apply to foods. In their
many different guises, those efforts have consistently been characterized by gross
exaggeration, outright misstatement, and heavy political influence. The current effort to
exempt "cooked" foods from Proposition 65 coverage bears the same hallmarks of heavy
political pressure and lighter-than-air reasoning - one more attempt to put muscle over
mind. Another purpose of this letter is to remind you of the historical context for this
current effort, and how little credibility those lawyers' and lobbyists' complaints and
predictions about Proposition 65's impact on food products have earned over that long
period. They have cried "Wolfl "many times about Proposition 65, beginning before the
law even went into effect, and experience has always proven them wrong. We urge you
to keep this long history in mind as you address its latest concerns over high levels of
known carcinogens in popular food products.

IMP ACf OF DUKE II SElTLEMENT ON POTENTIAL
REGULA nON FOR "COOKED" FOODS

The State of California agreed to the Duke II settlement after the Superior Court
issued a preliminary injunction against the State, stopping it and your predecessor from
going forward with the challenged regulation. In effect, the State conceded that plaintiffs
and the Court were right that it did not have the power to exempt foods (or other
products) from Proposition 65 coverage by declaring whole categories of exposures
exempt, and that the law required a particularized, scientifically based approach to any
regulatory exemption. In fact, the State's legal and administrative representatives
conceded this to us personally, shortly after the court ruling. The case would have settled
much earlier (and at much lower cost to the state), if it had not been for the private trade
association participants' strenuous opposition to conceding that categorical exemptions
for foods were illegal, which continued for years after the State had informally reached
that conclusion.

lSOOOlS91.DOC;1)
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The future commitment by the State in the Duke II settlement states:

13. Defendants [the Governor of California and the Director ofOEHHA] agree
that any provision which is adopted after the date of this agreement to define the
term "no significant risk" of the Act [proposition 65] for any food, drug, cosmetic
or medical device product, and which employs standards derived from existing
state or federal law shall be based up<?n specific numeric standards for the
chemical, as evidenced by the tulemaking file. Such levels shall be consistent
with and corifirm to sections 12703 and 12721 of title 22 of the California Code

of Regulations [risk- and exposure-based criteria].
Settlement Agreement dated 12/23/92 (see Exhibit B).

For the State to identify exposure levels to Proposition 65 chemicals in foods that are
exempt from warning requirements, it is obvious that particularized, chemical-by-

chemical science is required.

There is no question that foods generically are subject to Proposition 65. There is
equally no question that blanket or categorical exemptions from Proposition 65, for foods
or any other source of exposure, are not within the state's power to grant, as OEHHA
recognizes. See Regulatory Background for Exposures to Proposition 65 Chemicals in
Food, p. 1 (attachment to AprilS, 2005 notice). This is the principle that was litigated in
Duke II and that the Duke II settlement confinned. But once again, we are seeing a well-
financed lobbying effort to try to create exemption for food products without coming

forward with the necessary science.

In trying to find legal room for a categorical exemption where no legal room
exists, proponents will undoubtedly argue that the "cooked food" exemption they are
supporting does not violate the Duke II settlement, because it does not use exactly the
same terms that the Duke II settlement forbids. The exact language of the Duke II
settlement forbids any future Proposition 65 regulation defining "no significant risk"
levels of exposure on a non-scientific basis. The "potential regulatory action" exempting
certain exposures to Proposition 65 chemicals in "cooked" foods does not explicitly use
the term "no significant risk." However, it is legally identical for purposes of compliance
with the Duke II settlement. The proponents' desired exemption would represent a blanket
determination, without a scientific basis, that exposures to a potentially wide variety of
listed Proposition 65 chemicals, which occur in the context of one large category of
consumer products (i.e., "cooked" foods), do not constitute exposures significant enough
to require compliance with Proposition 65 warning requirements. It is important to note
that the Duke II settlement commitment is cast in terms of definition of exempt
exposures, because the parties recognized in 1992 that future regulatory definitions of

{SOOOlS91.D<x::;l}
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exempt exposures were of special concern, and that chemical-by-chemical science
needed to be required in that process.

Using "cooking" and/or "heat processing" as the basis for a categorical exemption
of exposures would be particularly contrary to science, not to mention logic and previous
Proposition 65 experience. Not only is there no science to support the notion that
exposures to carcinogens formed by "cooking" or "heat processing" represent less
significant health risks than other exposures, but the history of Proposition 65 is replete
with examples to the contrary. The application of heat is well known as the ~ of
many significant exposures to Proposition 65-listed chemicals that have received
regulatory and enforcement attention, such as lead in ceramicware (which is fired in a
kiln), DEHP in baby-bottle nipples and similar products (manufactured with a heating
process), automobile exhaust in parking garages, and perhaps most obviously, cigars and
pipe tobacco, which were the subject of the very first Proposition 65 enforcement action
in 1988. Secondary cigarette smoke has also been the focus of numerous enforcement
actions. In these and many other instances, the application of heat either creates,
enhances, or creates the medium for major, undeniably significant exposures to known
carcinogens and/or reproductive toxins. If food, why not tobacco? Why not diesel
exhaust?

The exemption proponents also claim justification for their desired "potential
regulatory action" in the exemption for "naturally occurring" chemicals already set forth
in regulation. However, current regulation in 22 CCR 12501 already goes as far in that
direction as the law allows. It is clearly the Don-natural creation and enhancement of
carcinogen exposure in foods, through deliberate human intervention, that the proponents
wish to exempt. Their "naturally occurring" plus "heat processing" rationale would
equally well exempt exposure to tobacco smoke, since tobacco's ingredients are as
naturally occurring as any other agricultural product's, and the application of heat to them
is as integral to the resulting human exposure.

If a court is asked to rule on whether the "potential regulatory action" considered
in your May 9 workshop violates the tenns of the Duke 11 settlement, it will take into
account the plain language and context of the Duke 11 settlement itself, and the fact that
exposure exemptions without science to back them were the core of the original
controversy. It will also take into account the clearly insupportable and self-contradictory
explanations for a "cooking"/"heat processing" exemption, showing it to be a ruse rather
than a rational regulatory determination. The State of California paid $800,000 in legal
fees to be led down this path by Washington D.C. lobbyists once before. It should not
make the same mistake again.

{S(KK)IS9I.DOC;I}
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II. BRIEF mSTORY OF PREVIOUS FOOD-IMPACT CLAIMS AND
ATTACKS ON PROPOSmON 65

Before Proposition 65 even went into effect in 1988, trade associations claiming
to speak for food manufacturers were taking a lead role in trying to avoid the new law
with a series of legal, lobbying, and public-relations maneuvers, predicting dire
consequences if food products were to be subjected to California warning requirements.
In 1987, at workshop-type hearings held by the Health and Welfare Agency, those
associations arranged for the Commissioner of the U.S. Food and Drug Administration to
testify in Davis, California, in person, that it was unnecessary for California to apply its
new law to foods and other FDA-regulated products because FDA regulation guaranteed
the absence of carcinogens in food products to a more stringent degree than Proposition
65 would require. The FDA Commissioner testified in support of the food-and-drug
exemption regulation, 22 CCR 12713, that was enacted and then successfully challenged
in the Duke //litigation by the plaintiffs we represented. Dr. Frank Young, the
Commissioner, did not explain why, if FDA regulation was so successful in keeping
carcinogens out of food, there would be any worry whatsoever about any food product
meeting the no-significant-risk requirement of Proposition 65 without any special
exemption.

Years later ~ while the Duke II litigation was still pending on appeal~ i.e.~ prior to
settlement, the head of a leading trade association, the Grocery Manufacturers of
Ameri~ testified to a Cal-EPA hearing that none of the food industry's 15~OOO separate
products in grocery stores would currently require any Prop. 65 warning for carcinogens.
The only concern that the GMA official~ Mr. Sherwin Gardner ~ expressed about the food
industry~s ability to meet Proposition 65 exposure levels in the future was that California
might shift to a more stringent risk threshold for carcinogens than U.S. FDA; i.e.~ more
stringent than FDA ~s claimed one-in-a-million (or 10~ standard for carcinogen risk. It
was unclear from Mr. Gardner's testimony in January 1992 whether his assurance about
the lack of carcinogens in food products had been true when Commissioner Young had
testified in 1987 ~ and when the Duke II litigation had been filed in 1988~ or whether it had
become true in the intervening years as food manufacturers had adjusted to the prospect
of Proposition 65 compliance.

In the meantime, lobbyists in Washington, D.C. were also making exaggerated
and false claims to the federal government about Proposition 65's coming impact on the
food industry, trying to convince both the President and the U.S. Congress to take action
that would preempt Proposition 65 and prevent it from being applied to food products.
Before Proposition 65's warning requirements had taken effect, in 1988, working through
U.S. Attorney General Edwin Meese in the Reagan Administration, those lobbyists
obtained a Cabinet-level review to consider preempting Proposition 65, reporting to the

{SOOOI59I.DOC;I}
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Reagan Administration's Working Group on Federal Preemption. They then submitted an
economic study which concluded that compliance with Proposition 65 by out-of-state
food producers would cost "approximately $200 million per year." However, the
Cabinet-level review group in its official fmdings determined that the submitted estimate
"appears to us to vasdy overstate the potential impact on [food] producers" (emphasis
added) - in part, because it ignored the possibility that food producers would apply
quality control measures to keep carcinogen exposures under control. The official
findings are attached as Exhibit C (Executive Office of the President, "Economic
Analysis of Proposition 65," dated December 5, 1988).

Failing with the Reagan Administration, the same lobbyists then took their case to
the new Administration of President George H. W. Bush. In December 1988, shortly
before the first Bush Administration took office, one of them had an in-person meeting
with the incoming White House counsel, C. Boyden Gray, and told him that Proposition
65 would require health warnings on ice cream and orange juice. Mr. Gray discovered
shortly afterward that this was not the case. After the flrst Bush Administration
determined that it would not preempt Proposition 65, the same interests persisted in
lobbying FDA Commissioner Young to take agency action against Proposition 65,
leading to an unusual White House reprimand which noted that "representatives of the
various interests involved in California's Proposition 65, and particularly the food
industry, are again seeking opportunities to have their case reheard." See Exhibit D
(OMB letter dated May 17, 1989).

At the same time, and for nearly every year since Proposition 65 was passed, the
same special interests have sought legislation in the U.S. Congress that would effectively
preempt Proposition 65's application to food products and/or other products regulated by
the FDA. A chart of the highlights of these continuing efforts is attached as Exhibit E. In
support of these efforts, their proponents continue to predict dire consequences for the
food industry in having to comply with Proposition 65, even as experience has shown
otherwise.

This long history, which we summarize very briefly based on our personal
knowledge, is important for you and your new administration in California to be aware
of, in order to put into context the current claims and legal positions of the proponents of
regulatory exemption for cooked foods.

We are submitting a copy of this letter to Ms. Oshita in your office to be included
in the comment record. We are also copying your counsel, the Office of the Attorney
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General, and relevant Cabinet officials in the Schwarzenegger Administration. If you
would like further information on these subjects, please do not hesitate to contact us.

David Roe
Calvo &; Clark LLP
One Lombard St., 2nd floor
San Francisco CA 94111
415-374-8370

Sincerely,

¥11:~J.J
, Fred H. Altshuler

AItshula-, BerZOD, Nu""~~ Rubin &; Demain

cc: Terry Tamminen (via regular mail; w/cncls.)
Alan C. Uoyd (via regular mail; w/encls.)
Bill LoCkYer (via regular mail~ w/encls.)
Peter Siggins (via regular mail; w/cncls.)
Carol Monahan (via regular mail; w/encls.)
Edward O. Wcil (via reguiar mail; w/eocls.)

. Cyn(hia Oshita (for comment record) (via fax to 916-323-8803; w/cncls.)./

Encls.: Duke n complaint (Exhibit A)
Duke n settlement (Exhibit B)

, White House "Economic Analysi~ of ~sition 65" (Exhibit C)

OMB letter to FDA Commissioner (Exhibit D)
Summary of Food Industry Lobbying Attempts [chart] (Exhibit E)
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and Welfare Agency and is sued in that capacity. The Agency has

been designated by the Governor as the lead agency for implementa-

tion of Proposition 65.

19. Defendant Thomas E. Warriner is the Undersecretary and

General Counsel of the Health and Welfare Agency. The Agency is

the lead agency within ofthe meaning H & s §25249.12, and the

regulations challenged here were adopted by defendant Warriner.

III.

CAUSE OF ACTION FOR DECLARATORY AND INJUNCTIVE RELIEf:

20. Plaintiffs refer to and ifincorporate by reference as

inclusive.specifically set forth herein par~graphs 1 - 19,
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21. One of the principal purposes of Proposition 65 is to

increase the public's protection from toxic substances by requir-

ing that clear and reasonable warning be given prior to exposure

to a listed carcinogen, unless the person responsible can demon-

strate that such exposure poses nno significant risk.n Thus, for

any chemical published on the Proposition 65 1ist, H & S §25249.6

expressly prohibits any "person in the course of doing business"

from knowingly and intentionally exposing any individual to such a

chemical "without first clear and reasonablegiving towarning
such individual, except as provided in Section 25249.10.. This

requirement becomes effective for any particular chemical twelve

months after it is placed on the Proposition 65 list, and is now

in effect for 29 listed chemicals and will later be in effect for

more than 200 chemicals already listed.

22. H & s §25249.10(c provides that no warning under the

Act is necessary for:

for which the
exposure poses
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1 assuming lifetime exposure at the level in question for
substances known to the state to cause cancer...based on
evidence and standards of comparable scientific validity
to the evidence and standards which form the scientific
basis for the listing of such chemical pursuant to
subdivision (a) of Section 25249.8. In any action
brought to enforce Section 25249.6, the burden of
showing that an exposure meets the criteria of this
subdivision shall be on the defendant.

2

- 3

4

5

23. On February 27, 1988,6 defendant Warriner adopted a set

of regulations, set forth7 emergency at 22 California Code of

Regulations DivisionHCCRH8 2, Chapter 3, that allow exposure

warningwithout to substances covered by Proposition9 65 theon

basissole that such substances in conformity withare10 pre-

existing state or federal regulatory schemes.11
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24. By letters dated January 26, 1988 and February 29, 1988,.12

plaintiffs informed defendant Warriner that regulations allowing13

automatic exemptions based on pre-existing state and federal law14

violate Proposition 65.15

Defendants' regulation in25. contained 22 CCR 112713,16

provides, .o.UA,inter categorical exemptions for to17 exposures

listed chemicals known to the state to thatcause cancer18 are

in food, drugs, devices cosmetics.present medical These19 or

exemptions granted for all such inproducts wholesale,are a20

across-the-board fashion whenever their use is in conformity with21

various state and federal laws and regulatory standards. 22 CCR12 . . '

In add1.t1.on, these exemptions§12713(c) (1)-(8). are granted for23

all such products even where they contain carcinogens for which no24

regulatory standards have been set by either the state or federal25

governments. 22 CCR §12713(d).26

adopting regulations,In these failed26. defendants to27

conduct a case-by-case study or otherwise determine whether state28
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3. That the Court grant plaintiffs their costs and reason-

able attorneys' fees incurred in this proceeding and such
other

relief as the Court deems just and proper.

Dated: May 31, 1988.

Respectfully submitted,

STEPHEN P. BERZON
GAY C. DANFORTH
Altshuler & Berzon

LAURENCE GOLD

ALBERT H. MEYERHOFF
Natural Resources Defense Council

DAVID B. ROE
Environmental Defense Fund
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RALPH SANTIAGO ABASCAL
California Rural Legal Assistance

WILLIAM B. SCHULTZ
Public citizen, Inc.

BY: ~P.

BY:
1/( Albef-t- H. Meyerrhoff

BY:
David B. Roe
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VERIFICATION

I, ~lbert H. Meyerhoff, am the attorney for plaintiffs

Natural Resources Defense Council; Sierra Club; Campaign

California; Citizens for a Better Environment; and Silicon Valley

Toxics Coalition in this action: I am more familiar with'the

facts alleged in the complaint than are plaintiffs; the foregoing

complaint is true of my own knowledge.

I declare under penalty of perjury that the foregoing is

true and correct.

Dated: May 31, 1988
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STEPHEN P. BERZON
GAY C. DANFORTH
Altshuler & Berzon
177 Post Street, Third Floor
San Francisco, California 94108
(415) 421-7151

3

.
LAURENCE GOLD
815 16th street, N.W.
Washington, D.C. 20006
(202) 637-5390

5

6

Attorneys for AFL-CrO

8 ALBERT H. MEYERHOFF
Natural Resources Defense Council
90 New Montgomery street, suite 620
San Francisco, California 94105
(415) 777-0220
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Attorney for Natural Resources Defense Council;
Sierra Club; Campaiqn California;
citizens for a Better Environment; and
Silicon Valley Toxics Coalition

12

13
DAVID B. ROE
Environmental Defense Fund
5655 College Avenue
Oakland, California 94618
(415) 658-8008

14

15

16
Attorney for Environmental Defense Fund

17

18

19

WILLIAM B. SCHULTZ
ERIC GLITZSTEIN
Public citizen
2000 .p. Street, N.W.
suite 700
Washington, D.C. 20036
(202) 785-3704

20

21 Attorneys for Public citizen
22

RALPH SANTIAGO ABASCAL
California Rural Legal Assistance, Inc.
2111 Mission Street, suite 401
San Francisco, California 94110
(415) 864-3405
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25
Attorney for Bernardo Huerta
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SETTLEMENT AGREEMENT

1. This agreement is entered into between the AMERICAN
FEDERATION OF LABOR AND CONGRESS OF INDUSTRIAL
ORGANIZATIONS, the NATURAL RESOURCES DEFENSE COUNCIL, the
ENVIRONMENTAL DEFENSE FUND, the SIERRA CLUB, PUBLIC CITIZEN,
INC., CAMPAIGN CALIFORNIA, CITIZENS FOR A BETTER
ENVIRONMENT, SILICON VALLEY TOXICS COALITION, BERNARDO
HUERTA, herein referred to as "Plaintiffs", and PETE WILSON,
Governor of the State of California, and CAROL J. HENRY,
Ph.D., Director of Environmental Health Hazard Assessment
for the State of California, herein referred to as
"Defendants" .

2. Plaintiffs and Defendants are engaged in a legal action
entitled American Federation of Labor and Conares§ Qf
Industrial oraanizations. et al..v. Georae Deukme;ian.
Governor of the state of California. et ale Defendants are
successors in interest by law to former Governor George
Deukmejian, former Secretary of Health and Welfare Clifford
Allenby, and Health and Welfare Undersecretary Thomas E.
Warriner, the original named defendants in this action.

3. Plaintiffs filed their complaint for declaratory and
injunctive relief on May 31, 1988, in Superior Court of the
state of California in and for the County of Sacramento
(Case no. 502541). The complaint sought judicial
invalidation of an emergency regulation adopted by
Defendants on February 16, 1988 and subsequently adopted
through formal rulemaking. This regulation is found at
section 12713 of title 22 of the California Cod~ of
Regulations, and is herein referred to as the "regulation".

4. On April 16, 1990, the Sacramento Superior Court
entered judgment, granting Plaintiffs' motion for summary
judgment and declaring the regulation null and void.
Defendants filed an appeal in the Court of Appeal for the
Third Appellate District (3 CIVIL C 008697).

5. Plaintiffs contend that the regulation illegally adopts
a categorical exemption from the Safe Drinking Water and
Toxic Enforcement Act of 1986 (Health and Safety Code
section 25249.5, et seq.) (herein referred to as the "Act")
for food, drug, cosmetic and medical device products.

InitialS:~



Settlement Agreement
Page 2

6. Defendants contend that the regulation validly adopts
standards drawn from other state and federal law to
determine compliance with the Act. By executing this
agreement, neither Plaintiffs nor Defendants concedes their
position on the validity or invalidity of the regulation.
Nothing in this agreement shall be construed as an admission
by either party as to the validity of any contention made by
the other.

7. Plaintiffs and Defendants resolve by this agreement all
aspects of the litigation identified in paragraphs 2, 3, and
4 in the interest of avoiding the further expenditure of
legal and technical resources.

8. Plaintiffs and Defendants agree that the judgment of
the trial court dated April 16, 1990, shall have no res
judicata or collateral estoppel effect in any enforcement
action taken pursuant to the Act.

9. Defendants will create a "Priority List of Chemicals
for Carcinogenic Dose-Response Assessment", herein the
"priority List", which will assign dose-response assessment
priority for all chemicals listed pursuant to Health and
Safety Code section 25249.8 as "known to the state to cause
cancer" for which there is no level provided in section
12705 of title 22 of the California Code of Regulations.
The initial Priority List shall assign high priority to the
following substances:

Benz [a] anthracene
Benzo[b]fluoranthene
Benzo[j]fluoranthene
Benzo[k]fluoranthene
Benzotrichloride
Dibenz[a,hjacridine
Dibenz[a,j]acridine
7H-Dibenzo[c,g]carbazole
Dibenzo[a,e]pyrene
Dibenzo[a,h]pyrene
Dibenzo[a,i]pyrene
Dibenzo[a,l]pyrene
Diepoxybutane
Diethyl sulfate
3,3'-Dimethoxybenzidine (ortho-Dianisidine)
3,3'-Dimethylbenzidine (ortho-Tolidine)
Hexamethylphosphoramide

InitialS:~



Settlement Agreement
Page 3

Indeno [l,2,3-cd]pyrene
Lead phosphate
5-Methylchrysene
Methyl iodide

5-(Morpholinomethyl)-3-[{5-nitro-furfurylidene)-amino]-2-
oxalolidinone

Nickel carbonyl
4-Nitrobiphenyl
2-Nitropropane
N-Nitrosomethylvinylamine
N-Nitrososarcosine
Polygeenan
Saccharin, sodium

10. Defendants will further establish a process to update
the priority list, based upon input from interested parties,
on a quarterly basis concurrent with the issuance of each
revision of the Governor's list of chemicals known to the
state to cause cancer to reflect new chemical listings,
completed dose-response assessments, and public input.

11. Defendants will schedule dose-response assessments in
order to develop "no significant risk" levels for inclusion
in section 12705 for approximately 30 substances assigned
high priority on the priority list, with a target date of
July 1, 1993 for development of the levels. These chemicals
may include the substances identified in paragraph 9, or
such other chemicals as Defendants deem necessary for the
protection of the public health or for orderly
implementation of the Act.

12. Defendants agree to repeal the regulation, effective
July 1, 1993. Failure by Defendants to develop or adopt all
of the "no significant risk" levels referred to in paragraph
11 shall not delay the repeal of the regulation.

13. Defendants agree that any provision which is adopted
after the date of this agreement to define the term "no
significant risk" of the Act for any food, drug, cosmetic or
medical device product, and which employs standards derived
fro~ existing state or federal law shall be based upon

~pecific numeric standards for the chemical, as evidenced by
- the rulemakina fi~ Such levels shall be consistent with

--4ind conform to sections 12703 and 12721 of title 22 of the
California Code of Regulations. ~
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14. Defendants agree to pay Plaintiffs' attorney fees in
the amount of $800,000. The fees shall be paid under Code
of civil Procedure section 1021.5 and only out of the state
budget appropriations made expressly for that purpose (Item
No. 9810-001-001). Plaintiffs agree that payment of the
amount specified in this paragraph shall constitute a full
and final satisfaction of all claims for attorney fees and
costs arising out of the litigation which is identified in
paragraphs 2, 3, and 4 of this settlement agreement.
Plaintiffs agree to enter between themselves an agreement
dividing the amount specified among themselves as they deem
appropriate. A claim may then be submitted to the state
Controller for payment of the fees. In making such claim,
Plaintiffs agree to execute any such release or releases as
may be required by the Office of the state Controller.

15. The terms of this settlement agreement may be enforced
by any par~/- ,an appropriate judicial proceeding.

"'--

I

~~, Date: [7 ~ ::25-
"'" /"9?~

/'/ """1'~.l'
IAttorney -tor

AMERICAN FEDERATION OF -- ,AND
CONGRESS OF INDUSTRIAL ORGANIZATIONS,
the 1 DEFENSE FUND, and
BERNARDO

~d-, {t?!1 1C1f2,
, Attorner-for

NATURAL RESOURCES -- .- , Co't1NCIL,
SIERRA CLUB, PUBLIC CITIZEN, INC.,
CAMPAIGN CALIFORNIA, CITIZENS FOR A
BETTER ENVIRONMENT, SILICON VALLEY
TOXICS COALITION,

/' I /7" 1 /~., ,.

Date_~...,I:. ~~ /HLBy:
A ttorney~ for





EXECUTiVE OFFiCE OF THE PRESIDENT
COUNCI\. OF £CQNOUIC AC"'SE~S

WAaMIMO'ON. D ~ ~

December 5,1988

ECONOMIC ANALYSIS OF PROPOSI~ION 65

S@'=.itted'by the Warkin; Grcup cn tha EQcncm1Q COlt..ct
P~opasi~icn 6S totbe Wcrxinq Group c~ Federal Pr.emp~ion

5U':'.~ar\. o~ Mal ~S~I

This Work1n; Group has atte:pted tQ assess the maqnitude of
the econe:ic ces'ta t.hat have be_~n-cr a,::._~j~~ 't.~ b._e.~.;.P..o~.d
upcn persons ouYj.4!-9.~~!tq.~ia by that s-ca't."i1. Propoaiticn
65.. on.1Y.JU.J:gD.;"'~J...9.A-~...~~y__~.r.e.,.~SJ~-~..Y-!'"c~.- can..
~-,~st~:Y. r:!eo~endina 'Creem~~~;n. Our conclu81cn 1.s,'tha't 't.'-.at,
law ~o Qa~. has 1=pc~aQ only relatively mino~ ccata upon.
non-cali~Qrni& persons. tinfort.".:.-.ately, there ie not. yet
8uff1cien~data available to otter an acc~rat. es~i:ate'ot ~ha-
maqnitud.8 of 'thcse costs.' , ,e.. .

~

'l'ha imple:m,entation of t.h1s"lav, 18 in a r..lat.iv&iy early
s'tage, and. it i. po..i~l. that aver t1:8, ... 'the structure of "

1mple:entin9 requlatian. i. more fully articulated, and. aa .'..
attected. companies maka the adju8bents needed tor compliance,
.~~8~ant.ial _~urdenl-on 1ntersta'te' com:erce w11lresult,
P.!£~.4A~n~~~'p].~!~ fashion. w. e.-t.heri-tor.- ereco:.=end. .tha~ the
conclusions af this Wark1~~-C~6up be periodically reassessed by
Federal official. aa more intor=at.1on tlaC"SE.a ava~J.A.DI~'nd
tba't ,the rederal Govern:8n:~ take &OC8PS t.o. 4e'termine how quickly
1~ could act to preemp't,t.he Proposit1on .65 warni~9 requiz-ements ,

should it becc:. ad.visab18 to do so.

D1s~.1.. ion
I.- Intrcdu'ct1cft

Claims.hav8 been :a~. by r.pr.sen~a~iv.s.of th8 toad
industry, the cosmetics 1n~u.try, the ove~-th.-counter dru9
industry, And O~h.~8 that the po~ion. of Califcrn1a I..
Proposition 65 that r.l~t& to t~~~~~~. of consumers to
ca~£c.~ncq ens a nd'- 're= :r~3s.~V: ~.Qi.1_I:\~ .J..;'P; .Q.-U::a:~ &. ~~ t 'a~.tia.1_~_'.1r.cc:\
~!L-i~ ters~a ~ i-~~~~~h~ch_~us.t1 :i.e._~eqe r~e. . T~.is
Work1nq Grcup has a~t.e=;~'ed to assist. in evalua.t1nq t!' el-"ic.n

by aGcer~ainin9 the econc:ic costa that t~e'8 provicicno of
Prcpcsi'tion 6~ have i:posed cn per~cns outside o~ 'Ca11:orn1a, and
by 1dcnti:y1nq the ci=c~:stances under Vh1ch the law :~y in ~h.
fu~urQ i:pose &ub~~~n~1al ccsts upon' non-california percono.
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8ee:.u r,oa,8onAcle, that 'most,or all producor8 'Would. c~coao not. ~o
withdr~v their produc~s ,t;om t~.e 8i9ni:1c~nt Cali:cr~1a :arket i~
~~iD c~n'~e .Avoiaod., t~~y~ould. be torccd to choOGO t=o= amonq
tho follow1n9 options: - ~- ' ,

. ... ' - , - '

...:.0:, , ,- - .,_:..., .-. ., "1. I:plement~'tion - of' 'quali toy cont':'Ql proccdures &ut~icien~.

. ".. ,to ,assure. that all proc\:cts sold. in calito=nia 40 not

.' - ',: ". : contain concent.r~tions of, Any 1 isted. cArcinogenic
. chuicals sufficient ta require, arninq labels. This

~'...:,- ". may ,include mcniterinq suppliers or even s...1tchinq
'" .. ,.. 8ou:ces of supply:" :' . ,

- .-,..- ". ., ': .
.' '2.' ~.linq 'ct ail pro~uct. sold. a..1TJhere in the u.s. that.

,. .~on't~in &uf!icien~ ,concen~":3.'t.icn. c: ;i&te~ carc1ncqenic
'.: ch~1.cals with Prcpcsition 6S-ccnfcrm.1;nq w&.:'n1n9sf cr

.'."., .' ... :,.,,:. .'

. .'. ..3.. La:belinq 'of cnly. t}-.cae p:cducta iritend.ed, fc:,
. -.. d.is~:,i=ution in ca11to:-:-.ia, ana. t."I.a't. con'tain suf~1ci~nt,..

concentrations cf ca~cinegenic listed chemicals, An4 ~
seqreqaticn of ~hos. proQuctG 4urinq dist:i~~t1on trc~
these ~c be .4i.~:'i~ut&d. elsewhere.. .'.'

,

on the basis ot discussicns. wi'th a nur.ber of represe.n'ta~ivas
o~ producer ~irm. or their trade association., it. appears 'to us
that v,ry~w-products (to~acco excepted) co~ain-lLvel. of
gs~.~d. ca~~~r.~g~n..-6.uffi~ient to r.equ1re ~amin9. .un~iLt1h"- -
niiSe.r..ical...expoaure..standa%aa-Tl-xaly to )). i;P.O.'.8d Cy -,"~l ifornia.
once the. inter1m exe=pticn fcr.'FDA-requl~te4 proQuc~ 1.~ft8~.
However, fcod industry repreae.ntativ.. clai:tb&t the level .at
to~ C1eld~in, a ,p..t1ci~. nc longer in use, would require
lace11nq for virtually all products containinq f~1~. and
v.geta~les, a. wall a. for raw produce. Standards for other"
pes't.icide cc:pounda ~ay be set. .quite close to the. pers1.stent. .,
"backqrouna" levels. .ste=inq' from prio~ UGe. n"'hether t!".a '

"na.'t.urally cccu:-:,inq.' exe:pticn is inte:-preted. to cover
c.oncentraticr.s reaultinq f:o: earlier hu:.an e.c'tivi't~. 'may hay. amajor i:pac't"cn th..bu~cen. 'I'ha'curren'C. def1ni'tion speci:ies .

that. 'only ch'e~ieal. t.hat do not.. rocult "fro: 'any MO..'" human
ac'tivity other than ord.i:-.a.ry cultivation practices" :oraconsidered to ce "n~t.ur&;lly 'cccu=~in9..' . .

Cal1:ornia's final expcsure 6tand~r~s :ay well be no more
rest.ric~ive" 't~~n c\l:'ren't FbI.. raq--1i=a:a:".-:s, and :.ay be :oor.
lenien~ than ~hose ~x1.~i~q FOA st~~~~r~s by rouq~ly an or~.r 0:
maq~itude, althou9h this clai: h~s been st~on;ly di£pu~e~ ~y DC:.
1n~ustry rQpresen~~tiv.8 who h~vo a=~~ed ~h~'t issua~co ~y
Ca11!ornia 0: exposure standards :ot'~ .6trinqant. t..'-.a.n thcoo of
Feder&l lay is al:o~~ inevit~~lG. The COC~G i:poGed by the
eancer-warninq provisions of the l~w ~~y be pri:arily of the
natur.c ot p~ocuct testi~q and qua11ty control expeno1turcs,
rather than vhat appnars to be t~&':orQ substan~i~llAbGlin;~~~
produot se~req~tion outl~Y8.2. However, if very ~trin~en~
exposurc'standardG are i~ ~he ~~turQ Applic~ ~y cal1:crnla,
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particularlY.ta.any ncwly-~i=tld ~n~ co::oreially i:~ortant
past.icides, -c~ncer;. wam1nq 'label. may co rQ~irod tor a. lar;8
nu:ber.ct prcducts, rather ~~an only qu~11ty con~rol :oaouroo.

. .' . .
. .

These qu~11e:y ccntro.l expendit.uro8 :ay provo tc b. fairly
suDstane:ial, 9iven the need tc teat. individual prcduc~ batcho&

.fcr a larqe n~8~ of low-ccncent~~ticn che:ica18,3 ~n~ 9iv.n t.~.G
"~;cblems facea by :~nu~~cturers c: con~=:llinq tho quali~y ct
"input. received f:o: nu:eroua raw. material 8uppliera', A8 an
:exa:ple ot ..these t.ype of .costa, one co:.pany haa told U8 that t.a
. meet. ~~.8 standard for 8;flatox~~"...~ n~~u:'all~_cc:=~~i~;
~a.rc.i.ncgen"; "~hey have 91V8'n""up usinq cert:..in k1nca o~ peanuts an~...are .spendin9 .mcre cn .screen1n; thapeanu'to aftor pu:chD.8e. 'I'h1s .

:.company,asser':.8 that.. they caMC~ sep!"r.~.~.. ~t.-'~.;'"..P.!!r:ut ~.~t.te':'
"produced fo:'. Califc~n1a f=om 't1'.a~. sold. ,.elsGvhere. 'IS.to" co='Pany
~a8 .pen~ $1.2 mil11cn in t.~. 1~8~ tew :cntha on ensur1nq that
:cnly peanuts.with 1 aflatcxin are used.. 'they ea~1:a.te that.
their onqcinq annual ccs~..to :..t ~~is C~11!=rnia .tancar~ will
b. ~ ~- ~~Q~. I: ot~e= cQ:~&nios follow ~hi. lead ana .'
put~~~ 1Q~~..anuts w1~ lcw level. of afl~toxin, thQ price of
sucn peanu~. will rise while tr.e. pric. of o't.r.er peanuts fall..
. ,~~ :ust be kep~ in mind th,t fir:s now hav. in place
extensive ~ali~~~n~:ol and ~e&tin9 procedure. de.iqne4 to
asSUre compliance. vi t.h Federal .tandard.s. only the mar9ina~ added

\ -cos~. o:.:or. co:prehensiv. and/ors.n.1~1v. procedure.
suff1cien~ to com'Ply v1~ the propo.i~ion ,~ atan4arda are
probably att=1~ut&bl. to that 5tatu~.. rven it ~~se .arq1nal

:.added qual1t.y ccn~rol cc.~. are substantial, much or. even mos~ of
the.. coat. are l1kely ~Q ult.i:ately be borne by ca11torn1a
consumer. ra~e~ than ~y e1the~ the p==duccra or the

..non-Cali!c:nia consu:...rs ct t~o8e prc~uctG. Thaprecise
.allocaticn cf the costs a:cnq thes8 qroup. Qopend. upon ~he
.las~ic~~1e. of supply an4 de:and in t.~. relavan~ California
prcC,uc't,":a.rkatos.,4 ~l-.c1 upon the d89rcQ. of cc:pet.iticn from
producers who d'o not sell in Ca11:orniAthat fac.. natoional

. producers in their non-Califcrn1a markets. At thi. tim-., there
i. :insu!.~ici.n~.1ntor:ati=n available concernin9 ~~c.e parameters
~o acc~rately e8ti:a~e .ith.r't~. to~al A:Ount cf l1kely .ar;inal

",added. qu..li~y con~rol..eX'P.ndit".:r~., or the ,pcrtion of thO..
"expanse..tha.t will ~e ~o=n. by ncn-Cali:crnia p.rGon..~

Any qua11~y ccn~~ol =easu~e.. und8rt~ken are unlikely to be
100 p.rcen~ effec~!v., an4 10:. pro~~c~. 501~ :ay subsequently be
d.ctern:.:-.ed. (in litiqat1c...) to. havQ ccn~3ine.4 sufficient levels .ofcarcincq8ns to require warn1~;..6 So:. penaltieo =ay .

cQns8~cntly have ~O be paid. ~y prociuce~s, and. advat'G8 publicity
r.sulti~9 trc~ those 1.avGu1t~ :ay injura sales.

To t~. extont producers ir.ntead c~oose to 1&~.1 product~ on
a nat1or ido basiD--a course 0: ac't.1cn 't.'".at appears to ua
un11koly c~~.id. o~ the 't.ObA~CO induatry, qiven tho realities of
mar~etpl~co cc:pet1t1on v1th unl~~el.d ~roducts outside ct
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. calit.ornia--the coat.' 'are 1~1kely to bo -=inor, conoiatinq only 0:
a one-time label rodosign 'outlay.' I:, howevor, 80:e produce:!]

. choose to lGel only thcse u.1i ts. ot ..P.;-.9.9.'4c.;s~e8tino~ tor
,; Calit.ornia, and no't thCS8 dostined for sale eloQwhcrg,,_..t."".cy c:.y

, in ~ . . . - ~...~ t -~~ ° '2~-- - -~~cu. -5 Yl.4w'04 ~_s -';~:~-~" .an\oi -~v~n'e.o~_~o~.ts.

However, a =.ajcr port:.on 0 ~QaG costG are likely to be borne by. California cc.nsumers, qiven the rt~~~JL~~rn~~;ce
. 'e~s~1ei ~ J..u;_Jand -:q1ven- th~e-..!-'-!J~t.. ot
.n~~r~' ~ f~rA:ii~tjf~ re8~r~ininq pr~CQ lnc=~aaQS in these
:Arkets. Aqain; the prGCi~8 allccatich of these CQs~a ~etveen
producers ana California consu=ers .depenca upon th4 elastici~~es
of supply and a.mand.~~ the relevant California markets.
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study-.cuat ~Q taken aa an.t.on.o~erD. .' On ~he' ~hole.; the :es. c;p'..
unlikely vcr.to-case Gcenario. .
... ' .. ., '.', ..' . ... .- w. vere a180 provided wi~~ a si:ilcr atUdy dcna by the

. .. ,- ... ..' .'.. . . :.' . .I1elea--c r.rt':'.= ! . . :

.. .' Th=.t study .e&ti:.~te<1 the added. costa of
:Propos1tion ~S at $9S:11lion e.nnually. RcvQvcr, th:.t Gtudy
.:ut1lizea. ~e.ny' ct. the same unrealistic assumptions' used by the
.Lexecon stUQY reqa:-di:-.q.the sccpe Qt the ,ccveraqa ct Prcpo81tion
.6;S, 6;nd the likel.y prcd.\:cer respcnses. The iG B 6tucy d.1d. no~
-Address the allcca't1on o~ .t~. ecst burden cetween preducers and..
,CA}ifcrnia .ccnsU:Qers. . ~_.- ... '. . . .'.
::~ ;. "'.. .:'.:-:.;...:'.':': " ...":'.::.". - ..'-;~. ,. :'In ~esti=at1nq the. potential coat' ct Prcposit1cn 65 an the

..rest .of the eccno:y"und.er the pes.s1~i.t.ic assu:.pt.1Q~ that.
'substantial label.in; 'will be requ1re4, 'i't. is critically importan't
'tc accurately e.~1:a't.. t~a relevant. elast1cit.iG8 o~ ~e.aand. and.
.-supply. The relevan~ 'de=an~ el&s't.1ci~y is not that tacinq an
1nd.ividual p:'cd.\:c~r cr seller in Calitcrnia, wnich :ay be ~l'te/
high, put is the qenerally ~:aller ela8~1c1ty ct decan~ tacinq'
the 1~pcr't.er. of the prccuct viewed as a qroup. Thus, 1~ all the
prcduc~ is pred.ucGd en't1rely ou~si~. of Cal~forn1a. cott.. beinq
such Boa. exa:ple., the. relevant de.=and elast1c1ty 1s th;8 1nd.U&t-~
elasticity,'..-h1cb is.estl:.ated by USCA for cctfe8 to b. anly
.-.11. In 8Uc.'i1 a case, q1ven a reaecnable esti:ate of the .. .

industry supply elas't.1ci~y, say 2 (too ba conserva~ive), le88 than

10 percen't. of the. cos~ i:posaG by Prcpcsition, 6S,would be corne

~y t.'i18 suppliers: the re:ainder woul~ be passe~ cn to California
consu:ers... . . .. .' . . . .

In sum:ary,. w. are at ~h. view that the tuture coats for
faocS produc~. of the PrcpoSiticn 65. carc:.noqenwarninq
~equire:~nt. ara likely" tQ b. prl:~~- of th~ur. of .
a~~9na.~_~a.11 t~. c~~~~.!.~.e.n~1;~as, r~ther than labalin;
expenQ~~ur.., an~ cons.~an~ly are likely to be smaller in .
maqnituda, and in any event vil~~~9~e-1n l~~ce ~art by
Caill_~rn~a "C;onsun"ers- .!~:;Eg-:r;::t-;.;.9~..!F- p~ice.. This conclusion.
p~esumes,novever, .tha~' ca11:orn1.a.~c.. no~ Gub5equently lis-t--as-
carcinogens and adopt. hi;hly s~ri~;ent. exposure standa~d. foZ'"any
~~dely .usad pesticides.. .. '. - .'..' .

~... ' .:".. ; "...' .'. ,... .Hoveve'Z', the ova:-t.he-co--:ntar indus':rf mAY facQ :ore

subs~ant1al p~oble=s. I~ see:s likoly ~h~t Callforn1~ ~ay lis~
et.hanol, aspirin, and 'saccharin as e1t.hc:, c~rcinoqe.nic or C~UG1n9'
reprocucti-:a har:. If so, :any it nct :OG~ cver-the-counter
c%"Ugs may be requirod. to be lis~ed. Since many. cf these
prep~rations co:- in a ':ul~i".e:ud.e of oize8 ~nd dif:erent fo1":s,
labollng and Gegre9~ticn co~ld ~ecc:o quit.e expena1vo-

Even it one aGsu.:es that Su.batant1~1 numbers" of productD
will require labe11ng and aeqrcg3.tad distr1=U't1on syst.e:a, the
CCGt.G of Propoa1t1cn 65 t.hat will be borne by cu't-of-etato
prOduclra vill only amount to a vary small percentaqo 'cf thair
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.~'on90inq and. hav.'8ome oupport :ro: PrcPQaition 65'8 mc,jor..' env1ronmontc,l"qrcup advccates. I.t thQ88 etto:-t.D continue te bo
unDucceosful, it cou14 well bo t~.at ~1qnit1cant nu:=era at
products would have to be labelec1 'w'it~ rapr04uet1ve toxin
warninqs on account of their lead.. conc.ntr~tiono, end perh~F.
also because ot pestici~e concQntra~iQn8. 'If 00, s~Gtan~1al
la~elinq and seqreqat1on costs ~ould reeul~. Hovever, aqain, such

,. . c.o~~s ~~Uld ~.e, borr t.o a. l!.rqe ex~en't. by california con8u:eE~.
"""""'.'..'_..'.'.' ..e: " ..' .

--V Conclua1cns -, .: ,. ,', -.. " .
, " ,.. ",e.. "..,. . - ,

, _.: " 'rh. Proposi~ion 65 carcincgenand. reprcQuctiv8 toxin warninq
req',lire'ments have to. d~ta i:posec1 rela~ively 'Cinar c~.~. upon

:,non-c~l1fcrn1a persona.":There 18 . PQt.en"t.~al, however, tar ~ha
.,' future. CQst. of ~hO86 requirements ~c be 8ubDt~ft~ially hi9ha~,
°, ..the level d.epending p-ri:.arily, upon the s'trinqency o~ the .,

:nuiericAl carcinoqen standar~8 ult1~a~cly adopted by Ca11fornia,
~he nature o~ any new carcincqens or reprccuc~iv. tcxina ,~

"subseq\:en'tly 11s'ted, and. u~cn tha ability oot prcaucera. to :..~
whatever reproductive warn1nq stand.arcs are finally impcsad. upon
lead o~ pesticide concentre~1cn8 in pr~duct.. We thus reco::end
tba't. ~he application by Ca.litt.,rni~ ot Prcposition.&S be monitcr.a.

~'by F..ederal officials'on an cng.oinq basis, and. tha~ the
':,. conclusions of 'thi. Wcrkinq Group ce. .periodically reasses..d as
"" ~hat experience. ~~c~.ta.. . . '-:0. .. ' ';:,

- . .'" . '. . .
%n :ee~1nq with industry and env1rcn=en~ali.t. wa are

hearinq ccn~lic~in9 tast1~ony aa ~c ~h. reasonablen... of
, California'. risk asseS8mant :e~hod.. w. vere ~c14 by soma

.persona that th, resultinq standard. for c~rcinoqena would~.
1... st't'1c~ ~han Federal etanc1arda, and. cy o'ther paraol\8 tha~
t~ey vau14 ba mora str1c~. cali:orn1a has comple~.d. abou~ aix
such.risk assess:en~.. We reco::en4 t.~at FDA and EPA examine. ~hese' riak asseas:enta to 'de~.r:ina hcv reaaonable their

,'omethodolcqy is, ana how their Qu't-co:es 'cc:pa.re to Federal
o~"8tandard... -- '. -

"~ '-. :W." also "reco=end. tha't. the "'F~i- and o~h.~ .relevant. .", '":

. aijenci.. d.atemine hov"q'J1ckl"y they' could. act to pre.cpt. th. "

. 'PropcSition-6S-warninq require~ent8, shculd the costs imposed ~y

that statute on non-California person.increas. to a lovel"
sufficien~ tc j~s~1fy sucb ac~ion, so th~t Federal official. can
be~tQr ~.t.rcine .wha~ p~ee~ptiv. action would"~e necessary vhen
they W8:'O p;-asantl4 vi~ ee:'"t:.in and su!~ic1ently la:-;o hat":s
tha~ clearly call fcr su~h e.c.e:1on.

.

'rhO=S8 G. Moore
Chair:an .
Wor:tinq Croup on Pt"~pos1t1on 6'S
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foctnotos

1. The FDA has est1:.~ted Quch costs to r~nqe £=0: $100 to $570
(in 1984 do1l~:"8) per proc\:ct 1~=e1, dependinq on tho nat\::'e.
otthe packages. .

2. The Wor~1nq Grcup has un~ert~ken a queo~1onna1re survey ot
apprcx1~a~ely 100 major prcducers o~ tcods, cos:et1CG, or
over-the-counter cruqs tcr t~. California ~~rke~ concernin~
tha1r respcnses ~O propos1tion.6S. No results ere ~S yet
ava11able from this survey. .

Hazelton Labora~orie., in a study dcne fcr The P==priQ~ary
A88cciat.icn, est.i:.a~.d. that t~~ .cost c! a full teat o~ a
product sample for all listed che=1c~ls, us1n; c~r=an~ly
available analytical techniques, would ~a apFr=x~:~~ely
$6,000.

3.

.
~

4. The hiqher the elasticity of de~an~, the' s:aller tn.
prop~~icn of prcQucar cca~s that can be pas5ed'c~ ta
Cal!tcrn1a ccnsu:ers. S1:1larly, the lcwer the elaGticit.y o!
supply, the smaller the prcp~nicn c: 'Producer ~os't.S tha-t; ~a.n
~'. passed cn to Ca11farnia ccnsu=ers.

5~ A preliminary analysi. of Prcposi't.1on 65 con~uctQd. by the
Cepart:ent of Aqricultura .st1:ated. that onl~. 11 perccnt ofthe cost burden of that law will ba borne by .

out.-of-st.ate producers rather than Ca11!ornia cc:-.su:ers.

6. It seems pc8sible~ hcwever, tha~ the ccurtsmay rule that
quality ecntrol measures need c~ly b~ reasonagly effective,
rather than perfact, fcr :anufacturers ~oavcid ~einq foun~
'to ha.ve "knovin9ty and intentionally" eausec1 e~esure. tocarcinoqans. . I~ 80, :anu!~ctu~ers :~y not ba fc~nd liable
for isolated ncn-la.beled expcsures. .

~ Footnote 1, lu;ra. .1.

A preli:inary analysis of ProPQsi~ion65 conduc~.~ ~y the
Depart:en~ ot A9ricult~re has co~cl~=ed th~t onl~. abcut 11
percent 'of t.ha cc-st t:u:ot1on c~ P,:,opo$i-:.ior. 65 vill be born. by
out-of-state prQ~ucer., ra.'t.her than ~~.e 3S to 70 percantes.ti:ated b~~ Lexecon. .

8.

9. There is ac:a ~~QGt1cn whether' t~e r::~ ;~Q9n~ncj. ~ursin9
warninq rulc.s ould p:'ae:p~ -:.~a applic:.o:icn of the
reprc~uct1ve ~Qxin warn1nq re~irecen~s to a~pi:,i~ p:'oduc~£.





EXECUTIVE OFFice OF THE PAESIDENT
OFFICE OF MANAGEMENT AND 8UDGET

W~TON. O,Q. 20503

MAY IT.
Dr. Frank Young
Commissioner
Food and Dru9 Administration
5600 Fisher's l4ne
Rockv1118, MD 20857

Dear Frank:

It appears that representatives of the various interests
involved in California'. Proposition 65, and particularly the
food industry, are &;a1n seekinq opportunities to have their case
reheard. I 9ather that ~8Y are visiting a number of
departmental and aqency officials.

As you know, 'the AaJninistratlo'n has determined that, until
there is . .1gnificant change in the situation in California wit.h
regard ~o'~. Sta~8'8 tmplemsntation at Propo8i~ion 6!, which
change 8ubstantially implicates important Federal intereats, no
Federal preemptive action - either by re;ulation or otherwis. -
i8 warranted. That position was formally established in the
Reaqan.Buah Aaministration, after extensive review by . Working'
Group of which your were chair, ~h. matter has b.en revisited by
the Bush-Quayle Adminis~ration, an4 this po8i tion continues
without change.

Tbis office has been .ssiqned responsibility for monitoring
the situation, and for enaurinq tha~ the A4mini.tra~1on i. kept
informed of important change. that may oocur. Ccntlictin;
a19nals about the Administration's position by departmantal or
agency official. can cr8a~e false hope. an4 encouraqe
counterproductive efforts ~o undermine this caretully cons\1de~.d
policy. They can also be a source of potential embarrassment to
the Pre.ident. If you have informa~ion that would be of value in
our on-~oing monitoring, I would be pleased to bear of it. In
the meantime, we know we can depend on you ~o protect the
Administration'. 4acision against such efforts ~o undermine it.

Sinoerely,

s. Jay
Administrator
Office of Information
. Re;uiatory Affair.

c: .'.Director Darman
secretary Sullivan v/

Un~er Secretary Horner
Dr. MaBon
Associate Director Holen





SUMMARY OF FOOD INDUSTRY LOBBYING ATTEMPTS
(Proposition 65 preemption for foods and related products)

Federal forumtroduction
date Description Outcome

FDA Revitalization Act. Title VII
("Uniformity in Regulations") would
preempt Prop. 65 for FDA-regulated

_I?roducts.

06/06/1988 S. 2468

to consider federal preemption of
Prop.65, at food industry request

II~/~;~ H.R. 1725

~lI U.S. FDA;

I S~~~~_~~8~j _H~~~~a:Jm~~)W

S. 1425/H.R.
302807/27/1989

L ~ 1

8
I;~~:~l

S. 1505

FFDCA amendments on pestldde i
residues. ~Negligible risk" standard of !

safety ~~l;Il~~~p,:~~_.-J
renewed food-in~~r~~~~:::~JuSby lobbying for FDA

to take preemptive action against Prop.
,, , 65

Nutrition labeling and Education Act of!
1989. H-;~.Ame-~d~nt{~N~tI"o"~~I-. I
U:i~_;~~;;:~ ~~~:~~~I~__J :

,
FFDCA amendments, induding "to!

provide for national uniformity in f~ I
-~ la~!.-~.~_-~ '

FIFRA and FFDCA amendments "State !
Authority" provision (Section (1)(4» i

i'
--~-_~~~~~e. 65. ,

H.R. 162Z

Ir:;~~~~rI ,

I 08/10/1995!
S. 1166

03/29/1996 H.R. 3200

tl Federal OSHA,
OS/21/1997 J U.S. Department

: of labor

, FFDCA amendments, Section 108

[_:~~!~5~~~~~~ ~~~~-j
. House Small Business Committee:
scheduled hearing to pressure Federal I
OSHA to reject CaI-OSHA incorporation I Hearing cancelled with witnesses
of Prop. 65 into wor1<place sta~ dards' present, 5{21{97. Not rescheduled

(effectively preempting Prop. 65 in the

._~ w~~e~~~ FDA Modernization Act of 1997 creates I

[.unifonnity;' for prescription drugs and I
cosmetics. jB~~~ P.L 105-115 (11/21/97) Includes

specific exemotion from uniformity

!equlre~nts~~~~ ~5:_.-
National Uniformity for Food Act 1998,

"to provide for uniform food safety
warning notification requirements, and

~~~~~!~~.:~

07/27/1998 S. 2356

S. 1155/H.R.
2129BL- ~. ,

ltiouse Committee Ion Small I'

Business
J-

H.R. 2649

10/28/1999

~ ] lNational UnlfOmtity for Food Act of
L-.. 2001.

. ::; -

I Last-minute request from Senate
National Unifonnlty for Food Act of i Majority Leader to add to HHS2000, ~o provide for uniform food . Appropriation bill, October 2000;

safety warning notification rejected after Senators' letter to
requirements, and for other purposes.- President Ointon and .Qin.t.Q.n

Administration oooosition.


